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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on 6/9/2008 has been entered. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 12 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by Morita 
(US 5,628,765). Morita discloses a lancet comprising a needle having a pointed tip, a support 
body (86) enclosing the needle (44) such that the pointed tip projects beyond the end of the 
support body, and a removable guard (84) located over the pointed tip of the needle, the guard 
having been integrally molded from plastics material with the support body and connected 
thereto by a breakable neck portion (90). The removable guard portion has an outer peripheral 
thickened region describing a generally U-shape or C-shape (see distal end of device in figs. 10 
and 12), a central region of thinner section (area proximal of enlarged end and also within U- 
shape, which is thinner than thickened peripheral region) and a further thickened region 
encasing the tip of the needle (area of 84 just around tip). This region is being considered 
thickened compared to the neck region (90; see fig. 11). The ends of the peripheral thickened 
region are spaced from the region encasing the neck such that the ends are bridged to the 
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region encasing the neck only by the thinner section. It is noted that the claim does not include 
the limitation that the thickened region encasing the tip of the needle is thickened compared to 
the thin central region. Therefore, the region encasing the needle can be considered thickened 
as it is thickened compared to neck region 90. The region of the guard just distal of the needle 
tip can be considered the thin central region as it is thinner than the peripheral thickened 
section. 

4. Regarding claim 14, the guard can be considered tab-like with the thickened region 
forming arc-like portions on two sides of the guard which lead to the thinner section of the 
plastics material. 



Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Morita in view 
of Crossman (GB 2,352,403). Morita discloses the invention substantially as stated above 
except for a hole positioned close to the end of the guard remote from the needle point. 

7. Crossman discloses that is well known to have a hole (8) formed in the distal end of a 
plastic injection-molded guard (figs. 1-3). Adding such a hole to the device of Morita would have 
been an obvious modification because the hole does not interfere with the encasing of the 
needle tip and advantageously decreases the amount of material needed to manufacture the 
guard. 
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8. Claims 15 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Morita in view of Higgins (US 3,358,689). Morita discloses a method of forming a lancet 
including using plastic injection molding process wherein a mold is constructed with cavities 
arranged to result in the structure of the lancet above (col. 7 II. 23-29). In order to attain the 
structure of the lancet of Morita, it would have been obvious to construct the mold to have an 
outer peripheral thickened hollow region of generally u or c shape which leads to a thinner 
hollow section and a further enlarged hollow region encasing the needle spaced from the ends 
of the peripheral thickened hollow region to leave a gap therebetween that is bridged only by the 
thinner hollow section. Morita does not expressly disclose an entry point for the plastics material 
at an end remote from the needle point. However, Higgins discloses that it is well known to 
provide an entry point (88) in a lancet guard mold at an end of the guard remote from the 
pointed needle tip and it would have been obvious to provide such an entry point positioned in 
this manner on the mold of Morita as it provides a way of delivering the plastics material. 

9. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Morita in view 
of Higgins as applied to claim 15 above, and further in view of Crossman (GB 2,352,403). 
Morita in view of Higgins discloses the invention substantially as stated above except for a hole 
positioned close to the end of the guard remote from the needle point as well as a pin to cause 
the plastics material to flow around pin, thereby forming the hole. 

10. Crossman discloses that is well known to have a hole (8) formed in the distal end of a 
guard (figs. 1-3). Adding such a hole to the device of Morita would have been an obvious 
modification because the hole does not interfere with the encasing of the needle tip and 
advantageously decreases the amount of material needed to manufacture the guard. Crossman 
discloses that pins can be used to form holes in an injection molded plastics body (p. 3 II. 7-9) 
and it would have been obvious to use such a pin to form the hole in the guard. 
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11. Claims 12, 14, 15, and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Levin (US 6,168,606) in view of Higgins. Levin discloses a lancet comprising a needle 
having a pointed tip, a support body (41) enclosing the needle (46) such that the pointed tip 
projects beyond the end of the support body, and a removable guard (80, 90) located over the 
pointed tip of the needle, the guard having been integrally molded from plastics material with the 
support body and connected thereto by a breakable neck portion (110). The removable guard 
portion has an outer peripheral thickened region describing a generally U-shape or C-shape 
(90), a central region of thinner section (1 00; fig. 1 0) and a further thickened region encasing 
(80) the tip of the needle. The ends of the peripheral thickened region are spaced from the 
region encasing the neck such that a gap between the ends and the thickened region encasing 
the needle tip is bridged only by the thinner section (100). Although the shape of (90) is a disk, it 
is noted that a peripheral portion of 90 can be taken which is generally u or c shaped, u or c 
shape being thickener than the thin section (100). Regarding claim 14, the guard can be 
considered tab-like. As discussed above, when the peripheral portion of (90) is considered, it 
can be said to form arc-like portions on two side edges of the guard which lead to the thinner 
section (1 00). Levin discloses that the support body and neck are made of plastic but fails to 
disclose that the guard is made of plastics molded material. 

12. Higgins discloses that it is old and well known in the art to integrally form a guard and 
support member with a breakable neck between them using a plastics-molded material because 
it is an economical manufacturing technique (see col. 1). It would have been obvious to one of 
ordinary skill in the art to modify the device of Levin to make the guard, support body, and 
breakable neck region out of plastics molded material so that the three members can be made 
integrally in an economical manner as made obvious by Higgins. 
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13. Regarding the method of claim 15, Higgins teaches that it is old and well known to in the 
art to form a lancet using features of the mold to form the shape of the lancet. The needle is 
held in the mold as seen in fig. 12 and plastics material is injected into the mold via an entry 
point (88) to crease the guard about the needle tip (co, I. 4, II. 46-52). In order to make the 
lancet of Levin, it would have been obvious to form the mold with an outer edge thickened 
hollow region that leads to a thinner hollow section approaching the needle tip and a further 
enlarged hollow region about the needle tip since such shape a shape would result in the lancet 
of Levin as Higgins discloses that injecting plastic into an entry point forms a lancet shaped by 
the mold. 

14. Claims 13 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Levin in view of Higgins as applied to claims 12 and 15 above, and further in view of Crossman 
(GB 2,352,403). Levin in view of Higgins discloses the invention substantially as stated above 
except for a hole positioned close to the end of the guard remote from the needle point as well 
as a pin to cause the plastics material to flow around pin, thereby forming the hole. 

15. Crossman discloses that is well known to have a hole (8) formed in the distal end of a 
guard (figs. 1-3). Adding such a hole to the device of Levin would have been an obvious 
modification because the hole does not interfere with the encasing of the needle tip and 
advantageously decreases the amount of material needed to manufacture the guard. Crossman 
discloses that pins can be used to form holes in an injection molded plastics body (p. 3 II. 7-9) 
and it would have been obvious to use such a pin to form the hole in the guard. 

Response to Arguments 

16. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection necessitated by the amendments to the claims. In a 
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previous office action mailed 7/12/2007, the examiner rejected claims 12 and 14 over Levin et 
al. (US 6,168,606) in view of Higgins (US 3,358,689) and later withdrew these rejections in the 
final action mailed 1/10/2008, in view of amendments made by applicant on 10/12/2007. 
However, after further consideration, the examiner has again rejected claims 12 and 14 
(additionally claims 15, 17) over Levin et al. in view of Higgins for the following reasons. A 
peripheral portion of tab (90) of Levin et al. can be assigned such that this peripheral portion has 
a u or c shape. This portion can be considered thickened with respect to thin section 100. There 
is a gap, which is between the ends of this u or c shape and the thickened region (80) encasing 
the needle tip, bridged only by the thinner section (100). As currently claimed, the peripheral 
portion is thickened with respect to the thin section and the thin section may fall anywhere 
between the peripheral portion and thickened region so that at least a portion of the length 
formed between these two portions (portion considered claimed "gap") are bridged only by a 
thinner section. It is noted that a peripheral portion does not have to include the entire periphery 
of the guard. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to KATHLEEN SONNETT whose telephone number is (571)272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

KCS 8/13/2008 



/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



